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Ceftazidime 1 g for injection

974U 180,000 vials

Tsangunaveuuny
1. Fown Ceftazidime 1g for injection
2. AusTAalY
2.1 JUnuy Junsdvnaufienua Unennde
2.2 @udsenay Tu 1 vial Useneuedunauveasien Ceftazidime diauyafuceftazidime 1g
wag Sodium Carbonate %38 arginine
2.3 MYULUTIY UsslumvusuTIedausmnide warusTYaueidosiuua
2.4 2870 - svyfior dussneumrddyuazauuse Susde Fuueny wviindn uaziay

veidowiiuen Hegednuuuussytast
v w { P |
- VUNTTUYUSTYN D8 9TiBeRBeTeyBaev3aTevnn1s diulienau wazaun

FILLIIYRIET lahKER Judueng 1idaiay

3. auduUaniaunaila

wamsmwﬁmiwﬁammwLﬂu‘lﬂmu finished product specification wag drug substance
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3.1 Finished product specification: Ceftazidime for injection, USP 41

D) Test items Specifications

1. | Identification Meet the requirement

2. | Assay 90.0 - 105.0% of ceftazidime on the dried and
sodium carbonate- or arginine-free basis
90.0 - 120.0% of the labeled amount of ceftazidime

3. | Bacterial endotoxins NMT 0.1 Endotoxin Unit/mg of Ceftazidime

4. | Sterility Meets the reguirements

5 | pH 50-75
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¥o Test items Specifications

6. | Loss on drying NMT 12.5% of its weight (nseild arginine)
NMT 13.5% of its weight (nedl4 sodium bicarbonate)

7. | Particulate matter

210 um NMT 6,000 particles/container
225 pm NMT 600 particles/container
8. | Sodium carbonate (§1l) Meets the requirements
9. | Limit of pyridine (impurity F) NMT 0.4% (n36dl% sodium carbonate)
NMT 0.3% (n5§dlY arginine)
10. | Content of arginine (81dl) Meets the requirements
11. | Uniformity of dosage units* Meets the requirements

3.2 Drug substance specification: Ceftazidime , USP 41
N ceftazidime pentahydrate

¥o Test items Specifications

1. | Identification Meet the requirement

2. | Assay 95.0 -~ 102.0% of ceftazidime (on the dried basis)
3. | Crystallinity | Meets the requirements

4. | Sterility Meets the requirements

5 | pH 3.0-4.0

6. | Loss on drying 13.0 - 15.0%

7. | Bacterial endotoxins NMT 0.1 Endotoxin Unit/mg

3.3 Finished product specification: Ceftazidime pentahydrate for injection, BP 2016

D) Test items Specifications
1. | Identification Meet the requirement
2. | Assay
- Ceftazidime 90.0 - 110.0% of the L.A. of the stated amount
- anhydrous sodium carbonate | 8.0 - 10.0% w/w
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v9 Test items Specifications
3. | pH (Acidity or alkalinity) 50-75
4. | Clarity of solution Meets the requirements
5. | Pyridine Not more than 0.5%
6. | Related substances
Impurity A Not more than 0.2%
Impurity B Not more than 0.2%
Impurity G Not more than 0.2%
Unspecified impurities Not more than 0.1%
Total impurities Not more than 1.0%
7. | Loss on drying not more than 13.5%
8. | Bacterial endotoxins Not more than 1.0 U per mL (solution 10 mg/ml)

3.4 Drug substance specification:

(A) Ceftazidime pentahydrate, BP 2016

%o Test items Specifications
1. | Identification Meet the requirement
2. | Assay 95.0 - 102.0% of ceftazidime (anhydrous substance)
3. | pH 3.0-4.0
4. | Related substance
- Impurity A, B, G (for each) Not more than 0.2%
- Unspecified impurities Not more than 0.1%
- Total impurities Not more than 1.0%
5 | Impurity F Not more than 500 ppm
6. | Heavy metals Maximum 20 ppm
7. | Water 13.5-15.0%
8. | Bacterial endotoxins Less than 0.10 IU/mg
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(B) Ceftazidime pentahydrate with sodium carbonate for injection, BP 2016

D) Test items Specifications
1. | Identification Meet the requirement
2. | Assay
- Ceftazidime 93.0 - 105.0% of ceftazidime pentahydrate (dried and
carbonate-free substance)
- Sodium carbonate 8.0 - 10.0%
3. | pH 50-75
4. | Related
- Impurity A, B, G (for each) Not more than 0.2%
- Unspecified impurities Not more than 0.1%
- Total impurities Not more than 1%
5. | Impurity F Not more than 0.3%
6. | Loss on drying 13.5-15.0%
7. | Bacterial endotoxins Less than 0.10 1U/mg

3.5 wamswaTev Elemental impurity Wiail Risk assessment report (winsanansusenau)
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